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EXAMINER'S ANSWER 



This is in response to the appeal brief filed 07/16/2003. 



(1) Real Party in Interest 
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A statement identifying the real party in interest is contained in the brief. 

(2) Rela ted Appeals and In terferences 

A statement identifying the related appeals and interferences which will directly 
affect or be directly affected by or have a bearing on the decision in the pending appeal 
is contained in the brief. 

(3) Status of Claims 

The statement of the status of the claims contained in the brief is correct. 

(4) Status of Amendments After Final 

The appellant's statement of the status of amendments after final rejection 
contained in the brief is correct. 

(5) Summary of In vention 

The summary of invention contained in the brief is correct. 

(6) Issues 

The appellant's statement of the issues in the brief is correct. 

(7) Grouping of Claims 

Appellant's brief includes a statement that claims 1-14 and 17-19 stand or fall 
together and provides reasons as set forth in 37 CFR 1 .192(c)(7) and (c)(8). 

(8) Claims Appealed 

The copy of the appealed claims contained in the Appendix to the brief is correct. 
(10) Grounds of Rejection 

The following ground(s) of rejection are applicable to the appealed claims: 
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Claims 1-14 and 17-19 are rejected under 35 U.S. C. 103(a) as being 
unpatentable over Heller et al 5,968,543 combined with Sparer et a[ 4,549,010. This 
rejection is set forth in prior Office Action, Paper No. 10 dated 02/026/2003. 
(11) Response to Argument 

It is Appellants' position that the references cannot be combined as indicated 
because "the Examiner has failed to establish a prima facie case of obviousness". 

It is the Examiner's position that Appellants' argument is not convincing for the 
following reasons: 

The primary reference, commonly-owned by the Appellants herein, discloses 
polymers with controlled physical state and bioerodibility, comprising polyorthoesters 
having the formula (1), and being derived from a reaction between a diketene acetal, 
and mixture of diols, such that the polymer contains at least 0.1 mol % alpha-hydroxy 
acid (0.1 mol% of A in the formula 1 is R 1 ). There is no disclosure in this primary 
reference for the polymer to contain "at least 0.1 mol% of the A units are R 4 ". In other 
words, there is no disclosure in this reference that the mixture of diois contain "a 
diol containing at feast one functional group independently selected from the 
group consisting of amide, imide, urea, and urethane groups" as claimed. Thus, 
the one controlling issue is whether one of ordinary skill in the art would have been 
motivated to modify the primary reference to add a diol having functionalities as claimed 
based on the teachings of the secondary reference to Sparer et al? Appellants argue 
that Sparer does not disclose the inclusion of an alpha-hydroxy acid. However, it is the 
Examiner's position that said disclosure is not relevant to the issues because the 
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primary reference does disclose the inclusion of said acid in the polymer, but does not 
disclose the inclusion of a diol with functionalities as indicated above. 

It is herein specifically pointed out, and as admitted by Appellants in the 
"Summary of the invention", the purpose of including a diol having functionalities 
selected from the group consisting of amide, imide, urea, and urethane, is to provide 
"hydrogen bonding' units in the polymer. 

The secondary reference to Sparer also discloses a bioerodible polyorthoester 
which is obtained by the reaction of a diketene acetal and a mixture of diols. Patentees 
clearly teach in column 2, line 10 et seq., the inclusion of "diols containing at least 
one functional group which produces hydrogen bonding or other association " 
(emphasis added). Patentees further disclose in lines 61-63 that "Examples of 
functional groups which will accomplish this include: amide, urethane, urea and 
imide" (emphasis added). See also EXAMPLE 1 in column 5 wherein patentees 
disclose the use of such mixtures of diols. Thus, it is the Examiner's position that one of 
ordinary skill in the art desirous of preparing a bioerodible polyorthoester comprising 
structural units which provide "hydrogen bonding" as claimed would have been 
sufficiently motivated to include in the mixture of diols, a diol containing functional 
groups as taught by Sparer. In essence, it would have been prima facie obvious to 
modify the primary reference by including a diol having functionalities as claimed based 
on a combination of the disclosures of the prior arts as explained supra. Also, it is the 
Examiner's position that all the claims, including the dependent claims, have been 
obvious based on the explanations above. 
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For the above reasons, it is believed that the rejections should be sustained. 



Respectfully submitted, 




$U0LA. AOQUAH 

January 9, 2004 GROUP 33 / 7vi> 
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